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DETAILED ACTION 

Status of the Claims 
Claims 1-1 1 are pending and are considered herewith. 

Information Disclosure Statement 
The Information Disclosure Statement submitted on November 22, 2004 is 
acknowledged. 

Specification 

1 . The use of the trademark AMBIEN® has been noted in this application. It should be 
capitalized wherever it appears and be accompanied by the generic terminology. 

. Although the use of trademarks is permissible in patent applications, the proprietary 
nature of the marks should be respected and every effort made to prevent their use in any manner 
which might adversely affect their validity as trademarks. 

Claim Objections 

2. Claim 10 is objected to because of the following informalities: typographical errors. 
"Ritilin" has been misspelled and should be corrected to ritalin. Appropriate correction is 
required. 
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Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

3. Claims 1-1 1 are rejected under 35 HS.C. 1 12, first paragraph, because the specification, 
while being enabling for inducing pain relief with Zolpidem, does not reasonably provide 
enablement for inducing pain relief with any other imidazo[l,2-a]pyridine derivative. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to practice the invention commensurate in scope with these claims. 

The instant specification fails to provide information that would allow the skilled artisan 
to fully practice the instant invention without undue experimentation. Attention is directed to In 
re Wands, 8 USPQ2d 1400 (CAFC 1988) at 1404 where the court set forth the eight factors to 
consider when assessing if a disclosure would have required undue experimentation. Citing Ex 
parte Forman, 230 USPQ 546 (BdApls 1986) at 547, the court recited eight factors: 
(1) the nature of the invention; (2) the state of the prior art; (3) the relative skill of those in the 
art; (4) the predictability or unpredictability of the art; (5) the breadth of the claims; (6) the 
amount of direction or guidance presented; (7) the presence or absence of working examples; and 
(8) the quantity of experimentation necessary. 

(1). Nature of the Invention : 

The rejected claim(s) is/are drawn to an invention which pertains to a method of inducing 
pain relief comprising administering an imidazo[l,2-a]pyridine. 
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(2) . State of the Prior Art 

The skilled artisan has recognized various derivatives of imidazo[l,2-a]pyridine, namely 
2-(iodophenyl)-imidazo[l,2-a]pyridines and 2-aryl substuted imidazo[l,2-a]pyridines (page 2, 
lines 11 and 18 of the specification). 

(3) . Relative Skill of Those in the Art : 

The relative skill of those in the art of pain relief is extremely high. 

(4) . Predictability of the Art 

The composition of any imidazo[l,2-a]pyridine is highly unpredictable. It is well 
established that "the scope of enablement varies inversely with the degree of unpredictability of 
the factors involved," and that physiological activity is generally considered to be an 
unpredictable factor. See In re Fisher, All F.2d 833, 839, 166 USPQ 18, 24 (CCPA 1970). 

Thus, the state of the art is highly unpredictable. 

(5) . Breadth of the Claims : 

The complex nature of the subject matter of this invention is greatly exacerbated by the 
breadth of the claims. The claims encompass a method of inducing pain relief comprising 
administering an imidazo[l,2-a]pyridine. 



(6). Direction or Guidance Presented : 
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The guidance given by the specification as to the method for inducing pain relief 
comprising administrating any other imidazo[l,2-a]pyridine of the instant invention is limited. 

The disclosure of the method for inducing pain relief comprising administrating Zolpidem 
is adequate (example on pages 10-11). 

(7). Working Examples : 

The working examples in the specification show pain abatement using Zolpidem (page 
10, lines 20-22). The only imidazo[l,2-a]pyridine derivative used, Zolpidem, has a chemical 
name of N,N,6-trimethyl-2-p-tolyl-imidazo[l,2-a]pyridine-3-acetamide (page 3, lines 27-28). 
Zolpidem is a imidazol[l,2-a]pyridine of the formula: 



where Ri is an alkyl, R2 is a methylamino, and R3 is an alkylphenyl (page 2, lines 22-24; and 
page 3, line 1). 

Furthermore, the different imidazo[l,2~a]pyridine derivatives have different structures 
and thus different chemical and physical properties and efficacies. Therefore, the invention may 
not work with all the imidazo[l,2-a]pyridine derivatives herein claimed. 

Thus, the working examples show how to induced pain relief with an imidazo[l,2- 
a]pyridine derivative where Ri is an alkyl, R2 is a methylamino, and R3 is an alkylphenyl, 
namely Zolpidem, but not any other imidazo[l,2-a]pyridine derivative. 
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Note that lack of a working example to prevent, is a critical factor to be considered, 
especially in a case involving an unpredictable and undeveloped art. See MPEP 2164. 

(8). Quantity of Experimentation Necessary : 

The specification fails to provide sufficient support of a any imidazo[l,2-a]pyridine 
derivative. As a result, one of skill in the art would be forced to perform an exhaustive search 
for the embodiments of any imidazo[l,2-a]pyridine derivative having the function recited in the 
instant claim suitable to practice the claimed invention. 

Therefore, in view of the Wands factors, e.g. the predictability of the art, the amount of 
direction or guidence, and the lack of working examples discussed above, a person of skill in the 
art would not be able to fully practice the instant invention without undue experimentation. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

4. Claims 1-3, 6, and 9-1 1 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Meisler (Journal of Women's Health & Gender-Based Medicine. 2000. Vol. 9, No. 5, pp. 477- 
482). 
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Meisler teaches treatment for women suffering from chronic fatigue syndrome, who 
oftentimes also struggle with chronic pain, comprising Zolpidem and provigil (page 477 and 479- 
480). 

It is noted that Zolpidem is well known in the art under the trademark AMBIEN® and has 
the chemical name of N,N,6-trimethyl-2-p-tolyl-imidazo[l,2-a]pyridine-3-acetamide L-(+)- 
tartrate. 

For these reasons the claimed subject matter is deemed to fail to patentably distinguish 
over the state of the art as represented by the cited references. The claims are therefore properly 
rejected under 35 U.S.C. 102(b). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. Claims 4 and 5 are rejected under 35 U.S.C. 103(a) as being unpatentable over Meisler 
(Journal of Women's Health & Gender-Based Medicine. 2000. Vol. 9, No. 5, pp. 477-482) as 
applied to claims 1-3, 6, and 9-1 1 above, in view of Holman (US 2002/0165246). 

Meisler does not teach oral and topical administration of Zolpidem. 

Holman teaches the oral and topical administration of Zolpidem for sleep restoration 
(page 4, paragraph [0048]; and page 5, paragraph [0056]). 
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To a person of skill in the art at the time of the invention, it would have been obvious to 
employ the compositions of Zolpidem and provigil of Meisler to restore sleep because the 
composition of Zolpidem of Holman are used for sleep restoration and according to Meisler, the 
sleep medication Zolpidem is used to sufferers of chronic fatigue syndrome who also struggle 
with chronic pain. 

The motivation to combine the compounds of Meisler to the compounds of Holman is 
that the compounds of Holman are used for sleep restoration. 

6. Claims 7 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over Meisler 
(Journal of Women's Health & Gender-Based Medicine. 2000. Vol. 9, No. 5, pp. 477-482) as 
applied to claims 1-3, 6, and 9-1 1 above, in view of Malin et al. (US 5,084,007), Kaplan et al. 
(US 4,501,745), and Kaplan et al. (US 4,382,938). 

Meisler does not teach pain caused by metastatic cancer. 

Malin et al. teach derivatives of imidazo[l,2-A]pyridine can be to treat chronic pain 
resulting from terminal cancer (column 3, line 53; and column 7, line 42). 

It is noted that "terminal cancer" is well known in the art to be metastatic. 

To a person of skill in the art at the time of the invention, it would have been obvious to 
employ the compositions of Zolpidem and provigil of Meisler to treat pain resulting from 
metastatic cancer because the compounds of Malin et al. are imidazo[l,2-a]pyridine derivatives 
and according to Malin et al., imidazo[l,2-a]pyridine derivatives can be used to treat pain 
resulting from terminal cancer. 
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The motivation to combine the compounds of Meisler to the compounds of Malin et al. is 
that the compounds of Malin et al are imidazo[l,2-a]pyridine derivatives and that such 
imidazo[l,2-a]pyridine derivatives treat pain resulting from terminal cancer. 

Regarding the imidazo[l,2-A]pyridine derivative in Malin et al., it is noted that Malin et 
al. refer to US Patent No. 4,501„745 to Kaplan et al., which teach a different imidazo[l,2- 
ajpyridine than the instant application. However, US Patent No. 4,382,938 to Kaplan et al. teach 
the same imidazo[l,2-a]pyridine of the instant application. It is noted that it would be obvious to 
one skilled in the art at the time of the invention to use the imidazo[l,2-a]pyridine derivatives of 
4,382,938 in lieu of the imidazo[l,2-A]pyridine derivatives of 4,501,745 because both posses 
anxiolytic, antianoxic, sleep-inducing, hypnotic, and anticonvulsant properties (abstract from 
both Kaplan et al. patents). 

Conclusion 

7. No claims are allowable. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Carlic K. Huynh whose telephone number is 571-272-5574. The 
examiner can normally be reached on Monday to Friday, 8:30AM to 5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan can be reached on 571-272-0629. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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